Over the past quarter-century, prescription drug manufacturers in the United States have increasingly invested in direct-to-consumer advertising (DTCA) designed to build brand recognition and to foster patients\' belief in the quality of their products. Policy-makers in Canada, where limited DTCA is permitted, and in countries that do not permit DTCA are under increasing pressure to allow such marketing activities. In this article I will review recent trends in DTCA and expenditures on prescription drugs in the United States to illustrate the significant impact that brand-oriented, consumer-targeted marketing activities could have on the Canadian health care system.

There are essentially 3 types of DTCA. The first type consists of disease-awareness advertisements, which provide information about a medical condition and encourage people to talk to their physician about available treatments. Such advertisements are permitted in both Canada and the United States. The second type of DTCA consists of reminder advertisements, which may state the name of a product and may provide information about strength, dosage, form and price but may not mention the product\'s indication or make claims about effectiveness. With relatively few exceptions, reminder advertisements are also permitted in both countries. Product-claim advertisements are the third type of DTCA. These advertisements combine the brand name with claims about indication and effectiveness. This form of DTCA is permitted in the United States but not in Canada.

For-profit pharmaceutical manufacturers invest in DTCA to generate profits.[@ref1] Product-claim advertising is important to manufacturers because it allows them to associate claims with their particular brands. Disease-awareness advertising, in contrast, may prompt consumers to talk to their physicians about treatment but may not result in an expression of brand preferences. The distinction between these 2 types of DTCA is important because, as with other types of products, the ability to build brand loyalty is a potentially valuable means by which drug manufacturers can increase market share.[@ref2] Competing firms may capture some of the demand induced by brand-specific advertisements, but the intent of investing in the advertisements is unquestionably to generate a financial return.[@ref3]

The first US product-claim DTCA was a series of print campaigns that began in 1982 and 1983.[@ref4], [@ref5] Among the first products advertised (in outlets such as Readers Digest and the Washington Post) were Oraflex (benoxaprofen), Pneumovax (pneumococcal vaccine) and Zorvirax (acyclovir). These DTCA advertisements were permitted under US law provided that product labelling information was presented with the advertisement. (This is similar to the requirement for medical journals to publish the product monograph for prescription drugs advertised in their pages.) Shortly after the first product-claim advertisements were launched, the US Food and Drug Administration (FDA) asked the pharmaceutical industry for a voluntary moratorium while consultations on DTCA took place. Limited DTCA occurred during the moratorium, which was lifted in September 1985.[@ref5] It is estimated that, by 1987, firms were spending US\$35 million annually on DTCA in the United States.[@ref4]

US law permitted broadcast product-claim advertisements that contained information about major side effects and contraindications (the \"major statement\") and a brief summary of product labelling information, or that contained the major statement and made \"adequate provision\" to give consumers detailed labelling information in connection with the broadcast advertisement.[@ref6] Use of broadcast product-claim advertising was limited in the early days of DTCA. However, DTCA spending accelerated in the mid-1990s as manufacturers began to use television reminder advertisements to reinforce product-claim advertisements placed in other media.[@ref5] Spending on DTCA reached US\$380 million in 1995 and more than doubled to US\$790 million in 1996.

Then, in August 1997, the FDA introduced new guidelines about what constituted adequate provision for labelling information with broadcast DTCA.6 In addition to the requirement to include a major statement about risk, the advertisement would have to refer consumers to 4 sources for further information: a toll-free telephone service, concurrently running print advertisements or brochures, the consumer\'s health care provider and a Web site.[@ref6] Spending on DTCA grew at a rapid pace after the publication of these guidelines, with increasing emphasis on broadcast advertising. In 2005, firms spent an estimated US\$4.24 billion on DTCA --- 11 times the amount spent in 1995.

From 1996 to 2004, DTCA grew from 9% to 16% of total expenditures on pharmaceutical promotion, including the retail value of professional samples.[@ref7]-[@ref9] Excluding professional samples, DTCA grew from 19% of expenditures on pharmaceutical promotion in 1996 to 37% in 2005.[@ref8] If promotional spending by target continues to grow at the rates seen from 1996 to 2005, consumer-targeted promotional expenditures will exceed professional-targeted expenditures in 2011.

It is important to note, however, that DTCA is not a substitute for promotions that target health professionals. For a DTCA campaign to be successful, the advertiser must also invest in complementary marketing activities targeted at professionals.[@ref5], [@ref10], [@ref11] Professional detailing ensures that prescribers are prepared for DTCA-induced patient visits (so that the prescriber--manufacturer relationship is not strained by such visits), and increased distribution of samples ensures that prescribers have the advertised product at hand (so that competing firms do not benefit excessively from DTCA-induced demand). It is therefore not surprising that while DTCA expenditures in the United States increased by 408% from 1996 to 2004, spending on sales representative contacts and drug samples increased 144% and 224% respectively in the same period.

As mentioned earlier, DTCA and other promotions are intended to increase sales of advertised brands. On the basis of an analysis of 49 brands that were the subject of DTCA between 1998 and 2003, IMS Management Consulting concluded that the return on investment from DTCA is \"nearly unprecedented in terms of the positive sales response generated.\"10 DTCA can also affect sales of competing products positively or negatively. An estimate of the overall impact of DTCA on prescription drug expenditures in North America can be obtained by considering US and Canadian expenditure levels before and after the increase in US DTCA. If DTCA has had a significant impact on total prescription drug expenditures in the United States, then it is expected that the difference between expenditure levels in the United States and Canada will have changed.

[Figure 1](#figure1){ref-type="fig"} illustrates inflation-adjusted per capita expenditures on prescription drugs in the United States and Canada from 1975 to 2005. This figure, which takes general inflation and population growth into consideration, shows that the past decade was one of particularly rapid growth in prescription drug expenditures in both countries. Inflation-adjusted prescription drug expenditures per capita doubled in Canada from 1995 to 2005 and increased even more rapidly in the United States.
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The difference in per capita expenditures on prescription drugs in the United States and Canada began to increase at almost exactly the same time that DTCA began to flourish in the United States ([Figure 2](#figure2){ref-type="fig"}). From 1975 to 1994, the difference in inflation-adjusted expenditures on prescription drugs between the United States and Canada was never more than \$36 per capita (measured in year 2005 Canadian dollars). Over the same period, spending on DTCA in the United States was never more than \$2 per capita (year 2005 Canadian dollars). Inflation-adjusted per capita spending on DTCA in the United States grew from just over \$2 in 1995 to just under \$18 in 2005 (year 2005 Canadian dollars). Over the same period, the difference in inflation-adjusted per capita expenditures on prescription drugs between the 2 countries grew from approximately \$31 to approximately \$356 (year 2005 Canadian dollars).

Some have suggested that the recent growth in pharmaceutical expenditures in the United States has been driven in part by the fact that the proportion of pharmaceutical purchases paid for out of pocket is falling.[@ref12] However, out-of-pocket spending has represented a steadily declining share of US expenditures on prescription drugs since 1960, with the most rapid decline occurring between 1989 and 1996, before the major changes illustrated in [Figure 2](#figure2){ref-type="fig"}(data provided in the appendices).
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That the difference in prescription drug expenditures per capita between Canada and the United States would start to rise in the mid-1990s in apparent lockstep with the new phenomenon of spending on DTCA in the United States, after 20 years of relative stasis, would be a rather remarkable coincidence. There have been no other policy, demographic or economic changes that could explain the direction, magnitude and timing of the recent divergence between the 2 countries\' per capita expenditures on prescription drugs.

The recent divergence in per capita expenditures between Canada and the United States gives an indication of the potential impact of increased DTCA in Canada and possibly of the introduction of DTCA in countries where it is currently not permitted. If, over the last decade, Canada had followed a path of DTCA similar to that taken by the United States and if per capita expenditures on prescription drugs had risen as much in Canada as they have in the United States, Canadian expenditures on prescription drugs would be approximately \$10 billion higher per year than they currently are. This amount would be sufficient to pay annual salaries of \$250,000 to 40,000 physicians.

The DTCA-associated increased spending on prescription drugs may be of value if it is on treatments that are appropriate and cost-effective. However, after reviewing studies published to 2004, Gilbody and colleagues concluded that, while DTCA is associated with increased requests for and use of advertised products, no health benefits have been established.[@ref13] A more recent study involving standardized patients randomly assigned to make no request, brand-specific requests or general requests for treatment of adjustment disorder or major depression found that general and brand-specific requests resulted in better quality of care (defined as receiving some form of treatment for their condition).[@ref14] Not surprisingly, patients who request a specific brand are more likely to receive that specific brand rather than available alternatives.[@ref14]

It is certainly desirable to make better use of prescription drugs in Canada, although doing so may result in increased pharmaceutical expenditures. However, to promote safe, effective and efficient medicine use, policy-makers would be well advised to maintain and enhance restrictions on product-claim (brand-specific) DTCA, because such advertisements are designed to instill product preferences in people who often do not have the information, training or incentive to compare the risks, benefits and costs of the available treatment options.

If, owing to a lack of economic incentive for nonbranded advertising, manufacturers fail to promote awareness of conditions that are critical to the health of the population, the appropriate public policy response would be to invest in publicly sponsored campaigns to promote better use of prescription drugs, not to relax restrictions on product-claim DTCA and thereby give manufacturers the opportunity to instil brand preferences in patients. The potential impact of product-claim DTCA on the Canadian health system is simply too large to accept such advertising before other ways of better use of prescription drugs have been thoroughly explored.
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